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CLAIMS 

Claim 1 (currently amended): A method for collecting mammalian cells, comprising the 
steps of: 

(a) providing a tube having an open end and a closed end, that receives cells 
collected directly from a blood draw; 

(b) preloading compounds and drying the, compounds including: 
an anticoagulant agent, and 

a fixative agent into said tube,, said fixative agent selected from the group consisting of: 
diazolidinyl urea, imidazolldinyl urea, dimethoyloI-5,5 dimethylhydantoin, dimethylol urea, 
2-bromo-2.-hitropropane-1,3-diol, oxazolidines, sodium hydroxymethyl glycinate, 5- 
hydroxymethoxymethyM-laza-3,7-dioxabicyclo [3.3.0]octane, 5-hydroxypoly 
[methyleneoxy]methyl-l-laza-3,7-dioxabicyclo [3.3.0]octane, 5- 
hydroxypoly[methyleneoxy]methyl-l-laza-3,7-dioxabicyclo [3.3.0] octane, quaternary 
adamantine and combinations thereo f, wh e r ei n ; 

(c) drawing a blood sample into the tube whereby it contacts the dried pre-loaded 
compounds to yield a final composition wherein the ratio of the volume of any preloaded 



compounds to the combined volume of the blood sample and 



the compounds is less 



than about 2:100. and so that the cells are stabilized directly and immediately upon 
blood draw. 

(4) p l acing a c l o s ur e at 6 a i d op e n e nd of sa i d tubo to s e al the tube i n a manner 

cr e at i ng and ma i nta i n i ng a pr e ssur e differ e nt i al b e twe e n atmosph e ric pressuro outo i do 
sa i d tub e and a pr e ssur e loco than atmosph e r i c pr e s s ur e w i th i n said tub e , th e c l osuro 
b ei ng such that i t rema i ns i n plaoo throughout blood draw and stab i l i zat i on of co l ls; 



(e) wh e r ei n tho pre l oadod compounds aro omployod in an amount and 

conc e ntration suffici e nt so that aft e r co lle ction of c ell s from a blood draw i n the tub e , tho 
rat i o of th e volum e of any pr el oad e d compounds to th e combin e d vo l ume of the col l s 
and th e compounds is le ss than about 2:100, and so that th e c ell s ar e stab il ized dir e ctly 
and i mm e d i at el y upon b l ood dr a w. 



Claim 2 (previously presented): The method of Claim 1, wherein said anticoagulant agent 
is selected from the group consisting of ethylene diamine tetra acetic; acid (EDTA), sajts of 
EDTA, ethylene glycol tetra acetic acid (EGTA), salts of EGTA; hirudin, heparin, citric acid, salts 
of citric acid, oxalic acid, salts of citric acid, and a combination thereof ; 



Claim 3 (currently amended): The method of Claim 1 , wherein the concentration of said fixative 
agent preloaded in said tube is less than about 1g of fixative agent per [[/]] ml of preloaded 
compounds. 



Claim 4 (currently amended): The method of Claim 1, wherein the concentration of said 
anticoagulant agent preloaded in said tube is less than about 0.3 g of anticoagulant agent per 
[[/]] ml of preloaded compounds. 



Claim 5 (previously presented): The method of Claim 1 , wherein said preloading step 
further includes preloading a polyacrylic acid into said tube. 



Claim 6 (cancelled) 
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Claim 7 (previously presented): The method of Claim 1 , wherein: said cells are selected 
from the group consisting of whole blood, epithelial cells, bone marrow, spinal fluid, abnormal 
tissue sample in a cellular suspension, and a combination thereof. 

Claim 8 (previously presented): The method of Claim 1 , further comprising the step of 
sterilizing said compounds prior to preloading step. 

Claim 9 (cancelled) 

Claim 10 (previously presented): The method of Claim 1 , further comprising the step of 
providing at least one component selected from the group consisting of an alcohol swab, a 
gauze, a tube holder, a tourniquet, a glove, other cell collection tube, a needle, a lancet, 
adhesive strip,, syringe, a test strip, a strip containing f^gefpts for cell analysis, a packaging 
means for storing said at least one component and said collection device to form a kit, and a 
packaging means for transporting said collection device. 

Claims 11-26 (cancelled) 

Claim 27 (currently amended): A method for preparing mammalian cells for analysis, said 
method comprising the steps of: 

(a) providing a closed collection container, said container haying an internal pressure 
less than atmospheric pressure outside said container, wherein said collection container 
contains preloaded compounds including an anticoagulant agent and a fixative agent selected 
from the group consisting of: diazolidinyl urea, imidazolidinyl urea, dimethoylol-5,5 



dimethylhydantoin, dimethylpl urea, 2-bromo-2.-nitropropane-1,3-diolj oxazolidines, sodium 
hydroxymethyl glycinajte.'S hydroxymethoxymethyl-l-Iaza-3, 7-dioxabicyclo [3.3.0] octane, 5- 
hydroxymethyl-l-laza-3,7-dioxabicyclo [3.3.0]octane, 5-hydroxypoly[methyIenedxy]methyl-I-laza- 
3,7-dioxabicyclo [3.3.0] octane, quaternary adamantine and combinations thereof inside said 
tube; and 

(b) drawing a blood sample into the collection container whereby the blood sample 
contacts the preloaded compounds to yield a final composition co l l e ct i ng s aid c e ll s i n s aid 
co l l e ct i on cont ai n e r, wherein after collection of the cells in the container, the ratio of the volume 
of any preloaded compounds to the comb i ned volume of the final composition c ell s and th e 
compounds is l e ss than from about 1:100 to about 2:100. 

Claim 28 (previously presented): The method of Claim % wherein the ratio of the volume of 
any preloaded compounds to the combined volume of the cells and any preioaded compounds 
is less than about 1.5:1 00. 

Claim 29 (previously presented): The method Claim 28, wherein the ratio of the volume of 
any preloaded compounds to the combined volume of the cells and any preloaded compounds 
is less than about 1 : 1 00. 

Claim 30 (currently amended): The method of Claim 3, wherein the concentration of said 
fixative agent preloaded in said tube is less than about 0.75 g of fixative agent per [[/]] ml of 
preloaded compounds. 
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Claim 31 (currently amended): The method of Claim 30, wherein the concentration of said 
fixative agent preloaded in said tube is less than about 0.5 g of fixative agent per [[/]] ml of 
preloaded compounds. 

Claim 32 (currently amended): The method of Claim 4, wherein the concentration of said 
anticoagulant agent preloaded in said tube is less than about 0.2 g of anticoagulant agent per 
[[/]] ml of preloaded compounds. 

Claim 33 (currently amended): The method of Claim 32, wherein the concentration of said 
anticoagulant agent preloaded in said tube is less than about 0.15 g of anticoagulant agent per 
[[/]] ml of preloaded compounds. 

* 

Claims 34-39 (cancelled) 

Claim 40 (currently amended): A method for preparing mammalian whole blood cells for 
analysis, said method comprising: 

(a) providing a collection container for receiving a whole blood sample; 

(b) introducing into the collection container preloaded compounds that include an 
anticoagulant agent and a fixative agent selected from the group consisting of diazolidinyl urea, 
imidazolidinyl urea and a mixture thereof; 

(c) evacuating the collection container to an internal pressure that is less than 
atmospheric pressure outside said container; 

(d) drawing a volume of a whole blood sample into the collection container whereby the 
blood sample contacts the preloaded compounds to yield a final composition , wherein the ratio 
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of the volume of any preloaded compounds to the volume of the final : composition combin e d 
volurho of th e who le b l ood 6a mpl e and th e compounds is less than about 2:100j-ar*d 

( e ) m i x i ng th e pr e load e d compounds w i th th e whol e blood samp le i n th e coll e ct i on 

container (10) so th a t c e l ls of th e who le b l ood samp l e aro contact e d w i th th e pr el oad e d 
compound s. 

Claim 41 (previously presented): The method of Claim 40, wherein the compounds consist 
essentially of the anticoagulant agent and the fixative agent selected from diazolidinyl urea, 
imidazolidinyl urea, and a mixture thereof. 

Claim 42 (previously presented): The method of Claim 41 , wherein the anticoagulant agent 
is selected from ethylene diamine tetra acetic (EDTA), salts of EDTA, and a mixture thereof. 

Claim 43 (currently amended): The method of Claim 42, wherein the anticoagulant agent 
is K[[%EDTA present in an amount of less than about 0.3 g of anticoagulant agent per [[/]] ml 
of preloaded compounds. 

Claim 44 (currently amended): The method of Claim 41 , wherein the fixative agent 
consists of diazolidinyl urea present in an. amount of less than 1 g of fixative agent per [[/]] ml of 
preloaded compounds.. 

Claim 45 (previously presented): The method of Claim 40, said method further comprising 
storing the whole blood sample in the collection container after mixing and prior to analyzing. 
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Claim 46 (previously presented): The method of claim 45, whereih said whole blood sample 
is stored at ambient temperature for a period of at least 3 days prior to analyzing. 

• * 

Claim 47 (previously presented): The method of Claim 40, said method further comprising 
transporting the whole blood sample in the collection container from the collection site to the 
analysis site. 

Claim 48 (previously presented): The method of Claim 45, wherein said analyzing includes 
screening the whole blood cells for HIV. 

Claim 49 (currently amended): A method of screening a subject for abnormal cells or 
tissues, comprising the steps of: 

(a) collecting a cell or tissue sample from said subject using the method of claim 1 
device of C l aim 14 ; 

(b) analyzing collected cell or tissue sample for abnormality using a flow cytometer, a 
hematology analyzer, or a combination thereof; and 

(c) providing the results of analysis for identification. 

Claim 50 (previously presented): The method according to claim 49, wherein said abnormal 
cells or tissues are indicative of a disease selected from the group consisting of HIV, HPV, 
hepatitis, leukemia, cancer, and a combination thereof. 

Claim 51 (cancelled) 
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